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Th MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MO NTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 09 June 2003 . 
2a)Q This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 23 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 23 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)Q All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 4) Q Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) D Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) □ Other: . 
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Election/Restriction 

The outstanding restrictin/election is vacated. An office action on the merits follows below. 

Amendments 

The amendment filed 3-29-01 has been entered. Claims 1-22 and 24-28 were canceled and 
claims 23 was amended. Claim 23 is pending in this application. 



Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or any 
new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and requirements of 
this title. 

1. Claim 23 is rejected under 35 U.S.C. 101 because the claimed invention is directed to non- 
statutory subject matter. 

The claims are drawn to a polynucleotide Apo-BlOO protein comprising a proteoglycan 
receptor mutation in Site B. It should be noted that numerous organisms have differing amino acids 
in the Site B relative to the human apo-BlOO. For example, Law et al. teach Hamster apo sequence 
that has the sequence SRLTRKRGLK in position 3359-3367 (see page 1114 of Law et al.). This 
sequence meet the claimed limitation of claims 14 since the 3359 Serine residue is different than the 
3359 Threonine residue of human apo-BlOO. The reference also discloses polynucelotide sequence 
that encode the Apo-BlOO protein (see pages 1112-1115). Since the polynucelotides that encode the 
Apo-BlOO are found in the plasma of numerous animals, including hamster, and the claim does not 
state isolated or purified, the claimed product would qualify as a product of nature and hence non- 
statutory subject matter. 
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An amenmdment to the claim to state an "isolated and purified polynucleotide" will be 
sufficient to overcome the rejection. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless — 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale in 
this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 23 are rejected under 35 U.S.C. 102(b) as being anticipated by Law et al. (J. Lipid 
Research). 

The claims are drawn to a polynucleotide that encodes Apo-BlOO protein comprising a 
proteoglycan receptor mutation in Site B. Site B is defined as position about 3359 to about 3369. 

3 

The claims also state that the site B is flanked on at least one side by contiguous sequence of at least 
10 amino acids which is directly adjacent to site B in the wild type human apo-BlOO sequence. The 
rejection assumes that apo-BlOO is human apo-BlOO. 

The reference discloses numerous apo-BlOO sequence that have sequences that have 
mutations in site B when compared to the human apo-BlOO (see page 1114). The reference also 
discloses all of the nucleic acid seqeuences that encode the protein for the various species of animals 
(seepage 1112-1114). 

For example, the reference discloses a rabbit apo-b sequence, which has the sequence 
SSLTRKRGLKLA in position 3358-3359 (see page 1114). The human apo-b sequence in this range 
is TRLTRKRGLKL. Note that rabbit apo-b contains two different amino acids in positions 3358 
and 3359. The instant specification a mutant of apo-BlOO involve substitutions of four amino acid 
positions, 3363, 3362, 3364 and 3359 (see page 17). Since the reference discloses a mutation in 
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position 3359, the reference meets all of the limitations mutation to site B. The reference also 
discloses rat, hamster, mouse, chicken and pig which would qualify as apo-BlOO mutation as 
explained above and meet the limitations of the claim (see page 1114). The Pig sequence disclosed 
is SLMRKRGL in positions 3359-3367 (see page 1114). Note that 3359 and 3361 differ form the 
native human apo-BlOO and therefore would qualify as mutations in these position with respect to 
human apo-BlOO. The reference also states that region B of the apo-BlOO is from 3359-3367 (see 
page 1109 and 1110). Therefore, the reference anticipates claim 23 since the reference discloses 
polynucleotide sequences that encode Apo-BlOO proteins that contains mutations in site B. 



3. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (703) 308-4001. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Brenda Brumback , can 
normally be reached on (703)306-3220. The fax phone number of this group is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 




Patent examiner. 



